JEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Hanii Ceitnuuuot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
PO AKICTb BBE3EHOr0 B Y KpaiHy JIiKapchbKkoro 3aco0y

30.01.2025 Ne 4408/25/26

POKCEPA®

(HaHMeHyBaHHS JIiKapCLIOro 3aco0y 3riftto 3 peccTpallifinimM NocBiueHHAM)
TabJIeTKH, BKPHTI NIIBKOBOIO 060/10HK010, 110 5 M, 110 10 TadseTok y G.icrepi; mo 3 omicrepn
y KapTolHii Kopooui

(dopma Bunycky, 103yBaHIs, B MaKyBaHHs JiKapchKOro 3acoBy)
Howmep peectpauiitnoro nocsinuenns UA/11743/01/01 crpok nii peectpauiiisoro noceinuenns HEOOMEKEHWH
Cepis nixapcbkoro 3acoby Ne DE8031 Kinbkicrs BBe3enoro nikapeskoro 3acoby 840

Bupo6uuk KPKA, n.n1., Hoso mecto, Cnogenist

(naMMeHyBanHs BUpoOHMKa NlikapcLKoro 3acoly, kpaita NoXoMKeHHS )

Crinbie ykpaincnKko-ectonesKe nianpuemerso y ¢popmi Topapucraa
Bseseno B Yipainy 3 oOmexenolo Bianosigansuicrio "Ontivma-Mapm, JITA", inenT. kon:
21642228

(naiimenysanns Ta kot 3a €LIPTIOY 1opnanunoi ocobu abo npissuLie, iM's, 110 6aTbkoBi (izuvnol
ocobu - nianpuemia, i Micue npoxuBalis Ta peccTpanifinui Homep 06aikoBo KapTKK MiaTHHKa
nojarkis abo cepis Ta HoOMep nacnopra)

ITporokon Bisyansnoro xonrposo sia 30.01.2025 N 193/01.10-25/51.

3a  pesynbTaTaMH  IEPKABHOIO KOHTPOMIO BCTAHOBJEHO, [0 jsikapcekuit  3aci6  Beesewo B Ypainy 3
AOTPHMAHHSAM BUMOT 3aKOHOAABCTRA LIOA0 3a0€3MeHEeHHS SKOCT] NiKapchkux 3ac06iB.

B.o. Hauansy 7] Bikrop MAXHOBELIb

(nocanosa [ poJo) (ninnue) (iniuiamd ra npizsuie)




KPKA, p. a., HoBo mecTo
CEPTUDIKAT AKOCTI YTPABIIHHSA AKICTIO
Wmap'eiwka Lecta 6
8501 Hoso mecTo
CnoseHis
Ten.: +386 7 3312 111
En. nowTa: info@krka.biz

Kop Ne: 7H2945

Pokcepa®, TabneTkn, BKpUTI NiBKOBOIO 060n0oHKO0, 1o 5 mr Ne 30

KpaiHa-BupoOHUK: CnoBeHis

1 TabneTka, BKpUTa NNiBKOBOIO 0GONOHKO0, MICTUTL 5 Mr po3yBacTaTuHy (y BUrnsai Kanbuilo po3yBacTaTuHY)
nikapcbka chopma: TabneTku, BKPUTI NiiBKOBOH 00 0NOHKOK

poaMip i TMN nakyBaHHs: No 10 TabrneTok y 6nicrepi, no 3 Gnicrepy y KapTOHHIN Kopooui

Homep cepii: DE8031

Jata svpoBHuurea: 10.2024 |D,aTa 3aKiHYeHHs TepMiHy npuaarHocti: 10.2027

PeecTpaliifie nocsigueHHs Ne:
UA - UA/11743/01/01

Hasea i agpeca BupobHUKa, BiANOBI4anbHOro 3a BUNYCK cepii: |Niuewsis Ha BUpOGHMLTBO Ne:
KPKA p.a., HoBo mecTto 800-16/2024-4

limap’elwka yecra 6

Hoso mecTo, 8501, CrnoBeHisi

Poamip cepii: 18.000 LUT

Lium nigTeepaxyio, Wo BulleHasedeHa iHcbopMaLlisi € JOCTOBIpHOK Ta TouHo. [aHa cepist npoaykuii 6yna supobneHa
(BKIIOYAKOUM NakyBaHHA/MapKyBaHHs) i NpoALLNa KOHTPONk AKOCTI Ha BUMLLEBKa3aHii AinbHWLi B MOBHIA BIANOBIAHOCT i3
BuMoramMy GMP, BCTaHOBNEHUMM MICLEBUM PErynsiTopHAM OpraHoMm, a TaKkox y gignosiaHocTi Ao creuudikaulii

peecTpaLiiHoi  [oKyMeHTauil, 3aTBep/XeHoi B YkpaiHi Ans AOCHiAKyBaHOro nikapcbKoro 3acoby. [lpoTokonin
BUPOBHULITBA, NaKyBaHHS i KOHTPONS AKOCTI nepesipeHi i BiAnosiaatoTs Bumoram GMP.

Cepisi BUNyLiEeHa Y BIANOBIAHOCTI i3 Aitouoto Bepcieto MKSA UA/11743/01/01.

[laTa BunyCKy Ha pUHOK: OcoBa, ianosinanbHa 3a sunyck J13 Ha puHoK
18.12.2024 TaHst [JpHoBLUIEK

-

Qo

Be oo w2/

Januit cepTudikaT KOCTi Mae enekTPoHHUIA Nianuc. [ata apyky cepTudikaty: 15.01.2025
CepTudikaT CTBOPEHO aBTOMATUYHO BariA0BaHOK KOMM'tOTEPHOIO Nporpamoto SAP. Cropinka: 1/2




CEPTU®IKAT AKOCTI

KPKA, 4. 4., Hoso mecto
YNPABIIHHA AKICTIO
Wmap'ewka Lecta 6
8501 Hoeo mecTo
CnogeHist

Ten.: +386 7 3312 111
En. nowra; info@krka.biz

Kog Ne: 7H2945

Pokcepa®, TabneTku, BKpUTI Ni1iBKOBOO 060MOHKOM, No 5 Mr Ne 30
KpaiHa-Bupo6Huk: CnoeeHis
1 Tabnetka, BKpUTa NNIBKOBOIO OGOMOHKOI, MICTUTB 5 MI po3yBacTaTUHY (y Burnagi kaneuito posyBsacTaTuHy)
nikapcbKa hopma: Tabnerku, BKpUTI NAiBKOBOK 060NOHKO

po3Mip i TMn nakyBaHHA: no 10 Tabnetok y Gnictepi, No 3 GnicTepu y KAPTOHHIN KOPOBL

Howmep cepii: DES031

[Hata supobuuursa: 10.2024

|,£13Ta 3aKiHYeHHs TepMiHy npuaaTtHocTi: 10.2027

Ha3Ba nokasHukis Cneundikauis Pe3ynbtatm sunpobysaHs Mp.*
Onuc Tab6netku 6inoro konbopy, KPYrii, 4ELL0 ABOONYKII, Bianosigae -
BKPUTI NNiBKOBO 06010HKOW, TabrieTkn 3i crowerumu
Kpasmu Ta 3 rpasipysaHHaM 5 3 ogHoro Goky
OgHopiaHICTE A4030BaHUX 3HaveHHA npuiimanbHoro uucna (AV) cknasae He 8 -
OAMRNLL ~ OAHOPIAHICT 6inblwe 15,0
BMICTY po3yBactaTuHy
lnenTudikayis TiO2 Po3uunH y Turni Habysae %oBToro 3abapsreHHs - )
laeHTUikauis posysacTaTuHy | Yac yTpuMyBaHHS Riky posysactaTuHy Ha Bianosigae -
- BEPX Xpomarorpami po3yuHy apaska (SaS) mae signosiaaTtu
Yacy yTpumyBaHHst niky po3yBacTaTuHy Ha
XpomMaTorpami po3uuHy ctaHaapty (SS)
IneHTudbikauis podysacTatury | MnsimMa Ha XxpomaTorpami posunHy 3paska (SaS) mae - *1
- TWX BiANOBIGaTV 3a 3HaYeHHsM Rf Ta KONLOPOM NnsMi Ha
Xpomarorpami po3umHy crasaapTy (SS)
CynyTHi gomiwkv — aomilwka | He Ginswe 0,8 % <=0,10 -
TP13
CynyTHi AoMilKn — gomitwka | He Binblue 0,3 % <=0,10 -
RSL
CynyTHi AOMILLKM — iHLW He 6inbwe 0,2 % <=0,10 -
OANHWNYHI
CynyTHi gomilukv — 3aransHa | He 6Ginbwe 1,0 % <=0,10 -
KiNbKICTb
3anMLWKOBI POSYUHHUKN — He 6Ginble 5000 ppm 653 -
isonponinosuit cnupt
3anuLLKOBi PO3UNHHUKY — He Ginkiwe 5000 ppm <= 500 -
aueToH
KinbkicHui Bmict 95,0 - 105,0 % Big 3a3HaueHoi KinbkocTi 97,0 -
po3yBacTaTuHy
PosuuHeHHs posysactaTury | Yepes 45 XBUNMH Mae PO3UMHUTUCS He MeHLe 75 % 93 -95 -
(Q) Bia 3a3HaYEHOT KiNbKOCTI
MikpobBionoriuHa sikicTh — He Ginbwe 1000 KYO B 11 - *2
BarankHa KinbkicTe aepobHux
MikpoopraHiamis (TAMC)
MikpobionoriuHa aKicTb — He 6inbwe 100 KYOB 11 - *2
3aranbHa KinbKicTe
OPDKIKOBUX Ta NMiCeHeBNX
rpubis (TYMC)
MikpobionoriyHa skicTsb - BiacytHiB 11 - *2
Escherichia coli

Mp.* = MpumiTka

*1 He pyTuHHuit MeToa. BunpoByBaHHs nposoauTscs 1 pas Ha pik.
*2 BuUnpoGyBaHHsA NPOBOAUTLES BIANOBIAHO A0 NpOrpamy (on1caHa B MKS1)

fanni cepTudikat AKOCTI Mae eNeKTPOHHUIA nignuc.
CepTtudikaT cTBOPEHO aBTOMATUYHO BaNiAOBAHOK KOMM'IOTEPHOIO niporpamoto SAP.

[aTta apyky cepudikaty: 15.01.2025
CropiHka: 2/2
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